
SPATES 0* 



UNITED STAT^k EPARTMENT 0F COMMERCE 
United States Patent and Trademark Office 

Address COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington. D C 20231 



APPLICATION NO 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



~l 



EXAMINER 



ART UNIT 



PAPER NUMBER 



DATE MAILED: 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 

Commissioner of Patents and Trademarks 



PTO-90C (Hev 11/00) 



1- File Copy 



Application No. 

08/366 083 



Applicant(s) 

POMERANTZ ET AL 



Office Action Summary 



Examiner 

Terry McKelvey 



_L 



Art Unit 

1636 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION 

- Ex:ensio n s o f time may De available under the provisions of 3" CFR 1 136 i.a.i In no event however may a reply be timely filed 
after SIX .6 MONTHS from the mailing date of this communication 

- If the period for reply specified above is less than thirty (30) days a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will by statute cause the application to become ABANDONED (35 U S C § 1 33) 

- Any repiy received by the Office later than three months after the mailing date of this communication even if timely filed may reduce any 
earned patent term adjustment See 37 CFR 1 704(bi 

Status 

1 )0 Responsive to communication(s) filed on 23 March 2001 . 
2a)0 This action is FINAL. 2b)0 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 0 Claim(s) 1-21,24, 27-30. 34. 36. 40-70 and 72-98 is/are pending in the application 

4a) Of the above claim(s) 1-21,24,27-30.34 and 36 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 0 Claim(s) 40-70, 72-98 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) 0 Claims are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are objected to by the Examiner. 

1 1 )D The proposed drawing correction filed on is: a)0 approved b)0 disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)OAII b)0 Some*c)0 None of: 

1 O Certified copies of the priority documents have been received. 

2 O Certified copies of the priority documents have been received in Application No. . 



3 O Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C § 1 19(e) 



Attachment(s) 

15) O Notice of References Cited (PTO-892) 

16) O Notice of Draftsperson s Patent Drawing Review (PTO-948) 
17i O Information Disclosure Statement(s) (PTO-1449) Paper No(s) _ 



18) O Interview Summary fPTO-41 3) Paper Nofs) 

1 9} O Notice of Informal Patent Application f PTO-1 52) 
20) O Other 



'J S Pa'e- a-: T -aae-3'- Z' 

PTO-326 (Rev 01-01) 



Office Action Summary 



Part of Paper Nc 37 



Application Control Number: 08 366.083 Page 2 

Art l/nit: 1636 



DETAILED ACTION 



Election/Restriction 

: ;r:r.er ::::s:aeration by the examiner, 3 1 CFR 1.142 ; b: as being 
drawn to a non-elected invention. Election was made without 
- : averse in Paper No. 12, filed 3/19/98. 

Tr.is application contains claims 1-21, 24, 2~-30, 34, ana : 
drawn to an invention nonelected with traverse in Paper No. 12. 
r icn.plete reply to the final rejection must include cancelation 
o: nonelected claims or other appropriate action (31 CFR 1.144; 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph 
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Mix* 



This rejection is 



isintsinsd f o r rsssons c 
id set forth :n Paper No. 33, mailed 9 21 '2/ and repeated 
w. Applicants' arguments filed 3/23/ 01 have been, fully 
iidered but they are not deemed to be persuasive. 



_w d . . ^* w ^ c _ 



a c 



r n o c d i n a 



.me: 



c r o t e i n v; : o t c 1 r. :.i s 



:cid comprising a composi te ciuoing site, v/neiein t n 
protein comprises two nucleic acid binding domains, 



eauence wn:m is a to: 



if rr- 



t re same c 



:n tnev are cresei: i: 



; t e : n , or do not occur i n nature >; 1 1 n t u e t 

;ent m the chimeric protein. 

•re oenus claims. The soeci float ion fails 



t n a t 



■6c ^ S 



ace: 
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qer.es are empirically determined, they are 
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An I nit: 



Response to Arguments 



;:r:os a sequence which is a portion of a emoing s 
cniv one of the two nucleic acid binding domains 

? oc not occur in the same protein in nature, do :c 
sane protein in nature in the order m which they 



:ntion is or awn 



3 o p ; ' ; 5 q r 



Application C ontrol Number US 3661)83 
Art I nit: 1636 



Pa-e <> 



:ur( 



ar.a tnat k is 



oai c a 



_ iuU w :d 



a significant rract 



ui trie 



he: 



na inn 



;am; 



.re n e i d . 



:ies are 



series 



a nucleic acid defined by the negative limita 1 
.e extremely bread limitation of e: 
.as encoding proteins tnat nave tvr 
:ams as claimed tnat exist m lit 

coding pr items from the six 
tne allelic variants within t 
nown at the time of filing and natural mutat 
encoding DNA binding proteins continue to occu: 
rcuohout the osculations if all organisms, req; 



w ot tne genes 
s tnat exist an: 
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; n t i o n w t n i c n is o r a w n t c 5 asr.us 

rxclus ion I imitation . 

mt araues that one of ordinary si 



ve 



;s wo r <mc: ex an 



invention represent proteins which oc not exist 

:ent tc the contrary oouid reasonably oe cased. 

is not persuasive for the following reasons. r 
ily appears to be one specific working example of 



:ar.pl e he 
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acrua.i.v, ncweve: 



^roieins were Known a 1 



r rising, :ne 



iescrioe ar. 



;. . : o.; : o aorta ins which woula ce e: 



;de; 



: n: fraction of 



natural orctei n s 



, 1 a 



i . a 



I C t a 1 T. S aCtUfi-^ V It O O t S t. H 6 _ 1 IT. 1 _ a t 1 0 H 5 0 5 

and that the claimed invention is drawn 



arcjiir 



i r-, - t o r- ; f c; 
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t, tne speci : i cat icn nas m 



neqa t i ve limitation. 



toe a i 



)::e cecause the requirements for proper rejections order 
. and 3 5 USC 112, first paragraph are very different. T: 
.on described by the applicant does not concern written 
:oicn cecause unlike in the instant case, tne novel 
il ccm.pcu.oos that tne applicant refers to are not :. : 
rytning possible within certain parameters except fcr the 
.s present in nature. Such a claim would get a written 



.. eti: 



lection like in the instant case. 



re ^ e; 



reouires some eviaer.ee or reasoning tna 1 



, first paragraph requires something quite different, 
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, _ C* w . 



: : . ^ a _ n a cicb. 



p £± -j p \; - ; 



n of a genus of nu:leic acids encoding a chimeric 
•:. ; on excludes certain types of proteins present m 
■cause one of skill in one art would readiiv realize 



one could oossiioly know what nucleic acid 



cne c. 



Wronouo knowing what nucleic acids meet. 



one c^a: 



skill would not have a descriooior 



. J. CJ I i v_- 



ao are cemg ciairneo. 

also argues than one specification is 
/Jands. Tnis aroument 



on the ureseni 



n a o i e mi e n o r e ^ e c 1 1 o n 



is a c 



:ues tna 1 



.ur : 
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a Lie 



:t snowing sucn usage ana one contex: 
;d how it relates to one current lege 

tier re a i rernert s for nuclei c acid c 



a r ciues t h =: 



: n a t t n ere is a 



o res o 



;n as filed provides adequate written desoript 
that the PTO has the burden of showing why th< 
evidence is insufficient and tnat tne PTO s n o 



, -r ^ S ^ a . 
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14 



cit.es Sk 



: r < i ns; 



t 1 n 3 



1 S 



;t persuasive because arguments casec on^y 



are defective are net persuasive. The reasoning :ha: 
:ts the rejection based upon lack of written descrict: 
v set forth, wnich rejection is in compliance with t: 



te a no .. . 



■ 1 1 e d cHO w n i c ! 



o >; t n ^ r e a s o n i o ' 
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Pa-e 1 5 



iraoh, as containing subject matter which was no - 



.n cne see c i r i cac ion m seen a way as 



hearty connected, to make and/or use tne invention. This 
rejection is maintained for reasons of record set forth in Paper 
No. 33, mailed 9/21/00 and repeated below. Applicants' arguments 
filed 3/23/01 have been fully considered but they are not deemed 
to be persuasive. 

The claimed invention is drawn to a nucleic acid anci its 
use, * h--- nucleic acid encodino a chimeric o 



:em whicn 



Lab a 
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Pane 16 



^ ~ ~ r 



;e arte 



alL, p : ^u . ... ... a;.. . - L ^ ci ~ _..tr 

. of direction or guidance present, cue presence or 
:e ci working examples, one quantity if experimentation 
;ary, tne relative skill levels if thise in the art, ana th< 
;h of tne claim. The most relevant Wands factors for 
•tmo the enablement of the instant rejection are discussed 



tne mve: 



is simplex Dica.se tne excus: 



.ions 



hnat form a limitation of the claimed nucleic acids 



;as is com 



t.x, that sucn a camoination c* t nucieic a 
s is not present in nature, nature being nugel 
e are a limitless number of genes encoding 
ems in nature, especially including natural 
f those genes which resulted from a fusion 



'._ W " . 
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.y oerer.Tinea ana tneir sec 
whether the oarticular r::; 



:es searer^ 



:id is enechiD; 



any given combination of 
e c r o t e i n encoded c v 



rant of guidance is slight because bote one art 
ration fail to teach even a small fraction of a. 



;eauences that any 



• Q t- i^. r : 



termine wnetr.e: 
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Pa^e 1 S 



i rz a - - xz - . . cr . 



.her. one skilled in the art. would nave re deterrr; 
cue sequenee of all genes that exist in nature, i 
genes, and tnen compare one functional nucleic ao 
oral gene sequences in order to determine wnetner 



is present i r. 



n.i 



:e or not, and if 



_ s c n •: 



os tne claim limitations, out of tne broad scope as u 
.s would require an absolutely enormous amount of 
>er imentat ion because the nucleotide sequences of all 
as, including all natural gene ::: uau . u s would nave t 
oerm.oned in order to determine whether any partrcul 
.d meets the claim limitations. This amount of exoeri 



::d.jidi 



ce 
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:verea 
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■ — — r 



;dne protein in nature, 
g e r e r m i n e w n erne r c r n 



: 1 S K 1 _ ^. 1 n 



cart: 



r he makes the embodiment for use. Without this Knowledge, 
impossible for one of skill in the art to clearly make an 
.ment tnat meets tne claim limitations because it can never 
^nat an y particular e nb o c i m e n t act u a 1 .1 y meets tne c _ a i m 
Again, it is not that it is required that tne 
:f the claimed invention must be aole to estabiisn 
mvelty of any particular embodiment covered by tne claims, 
nstead, the speci float i in must teach one of skill m the art no 
.o make the claimed invention, and, in the instant case, one of 



: _ _ w i i cr 



^e art must be abb 



ma<e a ri 



?ic acid which has 



itive limitation as claimed. Clearly, neither the 



ore vices 



^ n a. ^ d 
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:na: 



_ea as cer m War.as. however, :ne apr 



. - i_ - ~* - : 



enacie: 



ne a a;; a 5 racrars apply in one instant case. 
: merely state a conclusion without addressing t: 
: ccocijsiia and which rail to address the 
a reasoned argument against that, conclusion, an 



~p^y not persuasive. 

Therefore, in light of all available evidence, including the 
eecion set forth above and in the previous Office Action, the 
:licant's arguments, and the arguments set. forth above, the 
ots are stilled considered to contain subieet matter which was 



m 



:e spe z 1 ficat ion in such a way as to enable one 



netted, to make and/or use the invention, 
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Claim Rejections - 35 USC § 103 



- ;-. Q c 



a c c 



currently names 



:3ier:tai:::li:v 



int investors . 
trie cmaims under 35 'J . 5 . C . 
;he examiner presumes that the subject matter of the various 
cams was commonly owned at the time any inventions covered 
.rerem were made absent any evidence to the contrary. Appl 



\ v i s e c 



the obligation under 37 CFR 1.55 to pci: 



jut tne 



/ t: I i L O 



r and invention dates o;f each claim that was 
he time a later invention was made in orde 
: consider the accl icabilitv of 35 U.S.C. 



ana 



^ 0 .5 a 



;nae: 



are r • 



\s 4 0- -'-J, /u, d^-^, - o i , a no 

. e o a 1 ( S ) , Harrison ! 1 ,. a n d S c n u. 1 1 z A 
is maintained for reasons of record set 



This 
forth in Pacer 
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Pane 23 



Xc. 23, 

Xo. 33, 



ma ilea 11/9. 
mailed 9/11 
2 3 '21 have i 



5, Paper No. 27, mailed 8 /4 99, and Paper 

1 and repeated below. Applicants' arguments 



u^. iy c ens roe re:: 



tney a] 



ce persuasive 



ins, earn 



:yst 



bi 



r a v c omo a t :c^»: 



its :>wn seoment . 



:.echniaue creates a protein that recognizes the composite site 



:e rep.... a sea ana a continuous approximate, 
hoat should recognize a predictable site 



can re 



column 2 j . The des: 



:er no 



^ noi tea 



.... 



the ma" or aroove couid be a Candida:-. 



oases are now Known so tnat we a^re ; 



.am - carma .-Dinam a 
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Pa-e 24 



■ , < — , ^ _ ^ w ^ y \ ^ tr ^ -~ , ^ -t. 



it al do not teach to specifically use the DNA-bindiru 



rairi^ie; 



a snrorisiro variety 



.mams :page 3 7 2, column 2). This reference teacnes zmc-fmoe: 
;inams, homeodomams , helix-turn-nelix domains, steroid hormone 
scepter domains, leucine zipper domains, etc (pages 3~2-3^3;. 
nous types cf separable activation domains are also taught: 
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vel sceci f icicies 



specific binding domains nay produce seguence-sp 
\ c lea vine enzvmes 



C o ^ J_ 



a: :a:..or-rr.; 
d medicine. 



oaae ^ 



mizymes nave acc.:ca:;cc: 



was mao 



ise one varices cNA icinam: 



and cleavaoe 



:t i vat ion domains , 
is ones, taught by Mitchell e: 
one general strategy for ies: ; 
;cecific C\ : A-bindino sites ^a; 



r •. • j r. tnat it 



aomams , including 
1, Harrison, ana 

. t by Park e t a 1 bee 
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Pane 26 



CiO SI 



us try, 



;oe:*tation or success teat tie aciams la; 
and Harrison could be combined with each 
n that recoatizes a composite bindino si + 



reoaro to ma Kino a 



nucleic acid and vet 



do 



i s e Parks 



pr ; 
a i 



nanus approximately - w ammc-acia protein ttdt snou.o 
nize a oredictable site can be made, instead of using a 



d - - H p. q 



protein, 



: e sue: 



r~- v- >-■ *- d, ' 
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'UL!C 



>t acmains car: ce useu, wr.; 



: eoar ci 



e i n , 



.Id 



usion cf an activation domain in tht 
.ave been cbvicus to oc so because t: 



.no acmains ana tons 



. va* 



:>n protein 



binds to a more specific 



;site s 



e, as taioh: by Parks et al 



~egard to separating 



domains oy 



:h.i.meric protein, it would have been obvious to do 



al teach tha 



lorrams can oe set 
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Response to Arguments 



a eysteine-crossnnkea composite protein, ana mat cne 
.csure may be a general strategy for designing cysteine 



;imr.o naming or using nucleic acids. This argument is n; 
suasive tor the following reasons. First, the applicant : 

.oh the instant rejection rests >;nisn was snarly set ten: 
ve and in the previous Office Actions. Park et al 
-oificaily teaches that cysteine crosslmking is not essen 



;gnize a specific DNA-bmding site, 
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neeas 



- ' •• i recea:ea belowj , whic.n teacnes a nucleoside mole^ 
^ i t " u ^ c r a z: h 1 rr e r i c t r 3. n s a i t i v a t i r fusion c r c t e i n T r 



\es e x c r e s s i n 



c transcr 



:cp.::ar.r. aisc a roues tnac 
.e how Park et al bridges 

and the deficiencies whic 

references, and that absent a suggestion for 



:ao cetweeu tue 



:ne examiner aortit: 



n in any or 



: en ce s tnemsei ves , 



conic i nation o 



f these references is itself ieaallv impressible 



i s i v e o 



; ^ ^ e ; x 
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Wine ?2 



; .:*:.-•: 1:1 vieo :: 2:ssen e: al A . This rejection is 
maintained for reasons of record set forth in Paper No. 23, 
-ailed 11/9/95, Paper No. 27, mailed 5/4/99, and Paper No. 33, 
mailed 9/21/0 3 and repeated below. Applicants' arguments filed 
3/23/01 have been fully considered out. they are not deemed to be 
persuasive . 

^"~hings if Park et al \AW2;, Mitonel et al ..3 , 
and Sonultz ('J) are cited above and applied as 



V> J- ^ -. 



;>:c res si; 



nucleic acid encodina the chimeric prote 



inked 



iau.a: mo excress ion 



ides a gene operahly linked t; 



some os 1. 1 e 
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<ugnc coding for a \ 
.inked to a let ope: 
■ m a i n ■ . A it: 0 1 1 n o o t ■ 

a "cGi um o omp r i s o 



iino site 



r 0 j o urate c e n e exoressi c n b v 



• ;rt r i s .i n 



is a s o t a U g n t r 



TS ^-0 



. s a 



lurr.r.s 3, 



, f making soon e';<aryc:i: ce.^s 
r.to the ceils is taught 
:eaches that it is desireo to create regulatory systems that do 
)oi rely on endogenous control elements (column 1). 

it would have been obvious to one of ordinary skill in the 



This reference ais; 



ie invention was 



:m a trans: 



I. ^ w ^ ■ 



:ecause ^ e s s e r 
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Lc fusion :rar.sac:iva:cr protein that 
regulate the expression of genes in a similar 
.aught by Gossen et ai. One would nave oeen 

a expected benefit of making regulaoo 



. n a t 



not rely on endogenous control elements, the 



os that the chimeric protein encoding DNA taught by the 



'elerences coi 



system us m: 



Response to Arguments 
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Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the 

extension of time policy as set forth in 37 CFR 1.136(a) . 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. In the event a first reply is filed within TWO MONTHS of 
the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will expire 
on the date the advisory action is mailed, and any extension fee 
pursuant to 37 OFR 1.136(a) will be calculated from the mailing 
date of the advisory action. In no event, however, will the 
statute ry period for reply expire later than SIX MONTHS from the 
mailing date of this final action. 



lertain papers related to this application may 



36 by facsimile transmission. 



: axing or s; 
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ana 



see 37 r . F . R. § 1 . 6 .d 



cx 



rax :e.ecnor.e 



numbers for the Gr:up are ',703/ 305-4242 and (7C3; 3j5-3014. 
NITE: If Applicant does submit a paper by fax, the original 

signed copy should oe retained by applicant or applicant's 



avoid the processing of duplicate papers in the Iff: re. 

Any inquiry concerning missing attachments or ether minor 
formalities of this communicat ion snould be directed to the 
parent analys: , Zeta Adams, whose telephone number is (703; 305- 



Any inquiry concerning rejections or other major issues in 
this communication or earlier communicat ices from the examiner 
should be directed to Terry A. McKelvey whose telephone number is 
(703) 305-7/13. The examiner can normally be reached on Monday 
through Friday, except for Wednesdays, from about 7:30 AM to 
about 6:00 ?M. A phone message left at this number will oe 
responded to as soon as possible (i.e., sho-rtly after the 
examiner returns to his office) . 

If attempts to reach the examiner by telepne-ne are 
unsuccessful, the examiner's supervisor, Dr. Richard Schwartz, 
can be reached on '7:35 303-1133. 



r o- o r e s e n t a 1 1 ve . 



NO DUPLICATE COPIES SHOUL 



LD 3E SUBMITTED 
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Any inquiry of a general nature cr relating to the status of 
this application should be directed to the Group receptionist 
wncse telephone number is 723 335-1156. 




Terry A. McKelvey, Ph.D. 
Primary Examiner 
Art Unit 1636 



June 3, 2 001 



